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available or publishes any public record and in any cases 
when there is reason to believe that disclosure of such 
details would be an invasion of personal privacy pro- 
tected by chapter 42.17 RCW. The public records offi- 
cer will justify such deletion in writing. 

(3) Denials of requests for public records must be ac- 
companied by a written statement specifying the reason 
for the denial. A statement of the specific exemption in 
chapter 42.17 RCW authorizing withholding the record 
and a brief explanation of how the exemption applies to 
the record withheld will be included. 

(4) Upon written request, denials of requests for pub- 
lic records will be reviewed by the executive secretary 
within two working days. [Statutory Authority: Chapter 
41.64 RCW. 82-01-053 (Order 81-4), § 358-40—060, 
filed 12/16/81.] 


Title 360 WAC 
PHARMACY, BOARD OF 
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Chapter 360-12 WAC 
PHARMACISTS 
WAC 
360-~-12-140 Pharmacist prescriptive authority—Prior board notifi- 


cation of written guideline or protocol required. 


WAC 360-12-140 Pharmacist prescriptive author- 
ity--Prior board notification of written guideline or pro- 
tocol required. (1) A pharmacist planning to exercise 
prescriptive authority in his or her practice (see RCW 
18.64.011(11)) by initiating or modifying drug therapy 
in accordance with written guidelines or protocols previ- 
ously established and approved for his or her practice by 
a practitioner authorized to prescribe drugs must have 
on file at his/her place of practice a properly prepared 
written guideline or protocol indicating approval has 
been granted by a practitioner authorized to prescribe. A 
copy of the written guideline or protocol must also be on 
file with the board of pharmacy. 
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(2) For purposes of pharmacist prescriptive authority 
under RCW 18.64.011(11), a written guideline or pro- 
tocol is defined as an agreement in which any practi- 
tioner authorized to prescribe legend drugs delegates to 
a pharmacist or group of pharmacists authority to con- 
duct specified prescribing functions. Any modification of 
the written guideline or protocol shall be treated as a 
new protocol. It shall include: 

(a) A statement identifying the practitioner author- 
ized to prescribe and the pharmacist(s) who are party to 
the agreement. The practitioner authorized to prescribe 
must be in active practice, and the authority granted 
must be within the scope of the practitioners' current 
practice. 

(b) A time period not to exceed 2 years during which 
the written guideline or protocol will be in effect. 

(c) A statement of the type of prescriptive authority 
decisions which the pharmacist(s) is (are) authorized to 
make, which includes: 

(i) A statement of the types of diseases, drugs, or drug 
categories involved, and the type of prescriptive author- 
ity activity (e.g., modification or initiation of drug ther- 
apy) authorized in each case. 

(ii) A general statement of the procedures, decision 
criteria, or plan the pharmacist(s) is (are) to follow 
when making therapeutic decisions, particularly when 
modification or initiation of drug therapy is involved. 

(d) A statement of the activities pharmacist(s) is (are) 
to follow in the course of exercising prescriptive author- 
ity, including documentation of decisions made, and a 
plan for communication or feedback to the authorizing 
practitioner concerning specific decisions made. Docu- 
mentation may occur on the prescription record, patient 
drug profile, patient medical chart, orin a separate log 
book. [Statutory Authority: RCW 18.64.005(11). 81- 
19-086 (Order 163, Resolution 8/81), § 360—12-140, 
filed 9/17/81. Statutory Authority: RCW 18.64.005(4) 
and (11). 80-08-035 (Order 155, Resolution 6/80), § 
360-12-140, filed 6/26/80, effective 9/30/80.] 


Chapter 360-13 WAC 
EXTENDED CARE FACILITY 


WAC 

360-13-010 Promulgation. 

360-13-020 Emergency kit. 

360-13-030 Supplemental [use] dose kits. 
360-13-045 Definitions. 

360-13-055 Drug facilities. 

360-13-065 Repealed. 

360-13-066 Pharmaceutical services. 


DISPOSITION OF SECTIONS FORMERLY CODIFIED IN THIS 
CHAPTER 


360—13-065 Pharmaceutical services. [Order 121, § 360-13-065, 
filed 8/8/74.] Repealed by 82-06-042 (Order 165), 
filed 3/2/82. Statutory Authority: RCW 


18.64.005(11) and 69.41.075. 


WAC 360-13-010 Promulgation. In the interests of 
protecting public health the Washington state board of 
pharmacy shall hereby allow the use of an emergency 
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drug kit in any nursing home holding a valid 
Washington state nursing home license. The emergency 
drug kit shall be considered to be a physical extension of 
the pharmacy supplying the emergency drug kit and 
shall at all times remain under the ownership of the 
supplying pharmacy. [Statutory Authority; RCW 
18.64.005(11). 81-10-027 (Order 159), § 360-13-010, 
filed 4/28/81; Order 104, § 360-13-010, filed 12/5/69, 
Order 50 (part), filed 3/28/67.] 


WAC 360-13-020 Emergency kit. (1) The contents 
and quantity of drugs and supplies in the emergency kit 
shall be determined by the pharmaceutical services com- 
mittee as defined in WAC 360-13-045(9) which shall 
consider the number of residents to be served and their 
potential need for emergency medications. 

(2) A copy of the approved list of contents shall be 
conspicuously posted on or near the kit. 

(3) The emergency kit shall be used only for bonafide 
emergencies and only when medications cannot be ob- 
tained from a pharmacy in a timely manner. 

(4) Records documenting the receipt and removal of 
drugs in the emergency kit shall be maintained by the 
nursing home and the supplying pharmacy. 

(5) The pharmaceutical services committee shall be 
responsible for ensuring proper storage, security and ac- 
countability of the emergency kit 

(a) The emergency kit shall be stored in a locked area 
or be locked itself; 

(b) Emergency kit drugs shall be accessible only to li- 
censed nurses as defined in WAC 360—13-045(6). 

(6) The contents of the emergency kit, the approved 
list of contents, and all related records shall be made 
freely available and open for inspection to representa- 
tives of the board of pharmacy and the department. 
[Statutory Authority: RCW 18.64.005(11). 81-06—-077 
(Order 158), § 360-13-020, filed 3/4/81; Order 104, § 
360-13-020, filed 12/5/69; Order 50, subsection 1—12, 
filed 3/28 /67.] 


WAC 360-13-030 Supplemental [use] dose kits. (1) 
In addition to an emergency kit, each institution holding 
a valid Washington state nursing home license, and 
which employs a unit dose drug distribution system, may 
maintain a supplemental dose kit for supplemental non- 
emergency drug therapy if the necessary drug is not 
available from the pharmacy in a timely manner. 

(2) The pharmaceutical services committee shall de- 
termine the quantities of drugs in the supplemental dose 
kit in light of the number of residents in the facility and 
their potential needs for supplemental doses. 

(3) The supplemental dose kit shall remain the prop- 
erty of the supplying pharmacy. 

(4) The supplying pharmacy and the facility's phar- 
maceutical services committee shall be responsible for 
proper storage, security and accountability of the kit. 
[Statutory Authority: RCW 18.64.005(11). 81-06-077 
(Order 158), § 360—13-030, filed 3/4/81; Order 114, § 
360-13-030, filed 6/28/73.] 


Reviser's note: RCW 34.04.058 réquires the use of underlining and 
deletion marks to indicate amendments to existing rules, and deems 
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ineffectual changes not filed by the agency in this manner. The brack- 
eted material in the above section does not appear to conform to the 
statutory requirement. 


WAC 360-13-045 Definitions. (1) "Board" means 
the Washington state board of pharmacy. 

(2) "Department" means the state department of so- 
cial and health services. 

(3) "Dose" means the amount of drug to be adminis- 
tered at one time. 

(4) "Drug facility" means a room or area designed 
and equipped for drug storage and the preparation of 
drugs for administration. 

(5) "Legend drug" means a drug bearing the legend, 
"Caution, federal law prohibits dispensing without a 
prescription." 

(6) "Licensed nurse" means either a registered nurse 
or a licensed practical nurse. 

(7) "Licensed practical nurse" means a person duly 
licensed under the provisions of the licensed practical 
nurse act of the state of Washington, chapter 18.78 
RCW. 

(8) "Nursing home" means any home, place or insti- 
tution licensed as a nursing home under chapter 18.51 
RCW. 

(9) "Pharmaceutical services committee” means a 
committee which develops and maintains written policies 
and procedures for safe and effective drug therapy, dis- 
tribution, control, and use which are current and fol- 
lowed in practice. The pharmaceutical services 
committee shall consist of a staff or consultant pharma- 
cist, a physician, the director of nursing or his/her des- 
ignee and the administer or his/her designee. 

(10) "Pharmacist" means a person duly licensed by 
the Washington state board of pharmacy to engage in 
the practice of pharmacy under the provisions of chapter 
18.64 RCW. 

(11) "Pharmacy" means a place where the practice of 
pharmacy is conducted, properly licensed under the pro- 
visions of chapter 18.64 RCW by the Washington state 
board of pharmacy. 

(12) "Practitioner" means a physician under chapter 
18.71 RCW; and osteopathic physician or an osteopathic 
physician and surgeon under chapter 18.57 RCW; a 
dentist under chapter 18.32 RCW; a podiatrist under 
chapter 18.22 RCW; an osteopathic physician's assistant 
under chapter 18.57A RCW when authorized by the 
committee of osteopathic commissioners; a physician's 
assistant under chapter 18.71A RCW when authorized 
by the board of medical examiners; a registered nurse 
when authorized by the board of nursing under chapter 
18.88 RCW, or a pharmacist under chapter 18.64 
RCW. 

(13) "Registered nurse" means a person duly licensed 
under the provisions of the law regulating the practice of 
registered nursing in the state of Washington, chapter 
18.88 RCW. 

(14) "Unit-dose" means the ordered amount of a 
drug in [an individually sealed package and in] a dosage 
form ready for administration to a particular person by 
the prescribed route at the prescribed time. 
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(15) "Unit-dose drug distribution system" means a 
system of drug dispensing and control that is character- 
ized by the dispensing of the majority of drugs in unit 
doses, ready to administer form, and for most drugs, not 
more than a 48-hour supply of doses is available at the 
residential care unit at any time. [Statutory Authority: 
RCW 18.64.005(11). 81-06-077 (Order 158), § 360- 
13-045, filed 3/4/81; Order 121, § 360-13-045, filed 
8/8/74.) . 

Reviser's note: RCW 34.04.058 requires the use of underlining and 
deletion marks to indicate amendments to existing rules, and deems 
ineffectual changes not filed by the agency in this manner. The brack- 


eted material in the above section does not appear to conform to the 
statutory requirement. 


WAC 360-13-055 Drug facilities. (1) There shall 
be facilities for drug preparation and storage near the 
nurses’ station on each unit. 

(2) The drug facilities shall be well illuminated, ven- 
tilated and equipped with a work counter, sink with hot 
and cold running water and drug storage units. 

(3) The drug storage units shall provide: 

(a) Locked storage for all drugs, 

(b) Separately keyed storage for Schedule H and IH 
controlled substances, 

(c) Segregated storage of different resident's drugs. 

(4) There shall be a refrigerator for storage of ther- 
molabile drugs in the drug facility. 

(5) Locks and keys, for drug facilities shall be differ- 
ent from other locks and keys within the nursing home. 

(6) Poisons and other nonmedicinal chemical agents 
in containers bearing a warning label shall be stored in 
separate locked storage apart from drugs used for me- 
dicinal purposes. [Statutory Authority: RCW 
18.64.005(11). 81-06-077 (Order 158), § 360-13-055, 
filed 3/4/81; Order 121, § 360—13-055, filed 8/8/74. ] 


WAC 360-13-065 Repealed. See Disposition Table 
at beginning of this chapter. 


WAC 360-13-066 Pharmaceutical services. (1) Ad- 
ministration of pharmaceutical services. 

(a) There shall be provision for timely delivery of 
drugs and biologicals from a pharmacy so a practition- 
er's orders for drug therapy can be implemented without 
undue delay. 

(b) Unless the nursing home operates a licensed phar- 
macy and employs a director of pharmaceutical services, 
the nursing home shall have a written agreement with 
one or more licensed pharmacists who provide for phar- 
maceutical consultant services. The staff pharmacist or 
consultant pharmacist supervises the entire spectrum of 
pharmaceutical services in the nursing home. 

(c) There shall be a pharmaceutical services commit- 
tee whose membership includes at least a staff or con- 
sultant pharmacist, a physician, the director of nursing 
or his/her designee, and the administrator or his/her 
designee. The pharmaceutical services committee devel- 
ops and maintains written policies and procedures for 
safe and effective drug therapy, distribution, control, 
and use which are current and followed in practice. 
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(d) Reference material regarding the use of medica- 
tion, adverse reactions, toxicology, and poison control 
center information shall be available to facility staff. 

(e) There shall be procedures established for the re- 
porting and recording of medication errors and adverse 
drug reactions. 

(2) A staff pharmacist of consultant pharmacist shall 
be responsible for coordinating pharmaceutical services 
which include: 

(a) Provision of pharmaceutical services evaluations 
and recommendations to the administrative staff. 

(b) On-site reviews to ensure that drug handling and 
utilization procedures are carried out in conformance 
with recognized standards of practice. 

(c) Regularly reviewing each resident's therapy to 
screen for potential or existing drug therapy problems 
and documenting recommendations. 

(d) Provision of drug information to the nursing home 
staff and physicians as needed. 

(e) Planning and participating in the nursing home 
staff development program. 

(f) Consultation regarding resident care services with 
other departments. 

(3) Security and storage of drugs. 

(a) The nursing home shall store drugs under proper 
conditions of sanitation, temperature, light, moisture, 
ventilation, segregation, and security as defined by regu- 
lation and accepted standards of practice. 

(b) All drugs shall be stored in locked cabinets, 
rooms, or carts, and shall be accessible only to personnel 
licensed to administer or dispense drugs. 

(c) Schedule III controlled substances shall be stored 
apart from other drugs on a separate shelf or in a sepa- 
rate compartment or cabinet, provided, however, Sched- 
ule IH controlled substances may be stored with 
Schedule II controlled substances. Schedule III con- 
trolled substances can be stored with other drugs when 
distributed in a unit dose drug distribution system. 

(d) Drugs for external use shall be stored apart from 
drugs for internal use, on a separate shelf or in a sepa- 
rate compartment or cabinet. Any shelf, compartment, 
or separate cabinet used for storage of external drugs 
shall be clearly labeled to indicate it is to be used for 
external drugs only. 

(e) At all times, all keys to drug boxes, cabinets, and 
rooms shall be carried by persons legally authorized to 
administer drugs and on duty on the premises. 

(f) If a supplemental dose kit within a unit dose drug 
distribution system is provided it must comply with 
WAC 360-13-030. 

(g) If an emergency kit is provided, it shall comply 
with Washington state board of pharmacy regulations 
WAC 360-13-010 and 360-13-020. 

(4) Labeling of drugs. 

(a) The label for each legend drug which is not dis- 
pensed in a unit dose shall have the name and address of 
the pharmacy from which the drug was dispensed; the 
prescription number; the physician's name; the resident's 
full name; the date of issue; the initials of the dispensing 
pharmacist; the name and strength of the drug; a con- 
trolled substances schedule, if any; the amount (e.g., 
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number of tablets or cc's) of the drug dispensed, and the 
expiration date. In the case of a compounded drug which 
contains Schedule II or III controlled substances, the 
quantity of each controlled substance per cc or tea- 
spoonful shall be shown on the label. 

(b) In a unit dose drug distribution system, a clear, 
legible label shall be printed or affixed securely to each 
unit dose package. Each unit dose drug label shall in- 
clude: the name, strength and, for each unit dose pack- 
age, the dosage amount of the drug; the expiration date 
for any time—dated drug; the lot or control number; and 
controlled substances schedule number, if any. Each in- 
dividual drug compartment shall be labeled with the full 
name of the resident whose drug the compartment con- 
tains and the name of the resident's physician. 

(c) Nonlegend drugs shall be clearly labeled with at 
least the patient's name, date of receipt by the facility, 
as well as display a manufacturer's original label or a 
pharmacy label if repackaged by the pharmacist. 

(d) A label on a container of drugs shall not be al- 
tered or replaced except by the pharmacist. Drug con- 
tainers having soiled, damaged, incomplete, or makeshift 
labels shall be returned to the pharmacy for relabeling 
or disposal. Drugs in containers having no labels or il- 
legible labels shall be destroyed. 

(5) Control and accountability. 

(a) The nursing home shal! maintain and follow writ- 
ten procedures which provide for the accurate control 
and accountability of all drugs in the nursing home. 

(b) No drugs may be returned from the nursing home 
to a pharmacy except as provided in paragraph (4)(d) or 
if the drug is returned in unopened unit dose packages. 

(c) Drugs shall be released to a resident upon dis- 
charge only on specific written authorization of the at- 
tending physician. A receipt containing information 
sufficient to document the drug's destination, the person 
who received the drug, and the name and quantity of 
drugs released shall be entered in the resident's health 
record. 

(d) All of an individual resident's drugs including 
Schedule II, IV and V controlled substances, that are 
discontinued by the physician and remain unused, shall 
be destroyed by a licensed nurse employee of the nursing 
home in the presence of a witness within 90 days after 
having been discontinued, and accurate records of de- 
struction maintained except from drugs which are sealed 
in unit dose packages. 

(e) Outdated, unapproved, contaminated, deterio- 
rated, adulterated, or recalled drugs shall not be avail- 
able for use in the nursing home. 

(£) Except in the case of Schedule IT controlled sub- 
stances and drugs which are sealed in unit dose pack- 
ages, drugs which remain in the nursing home after the 
patient has died or been discharged, and drugs in con- 
tainers with illegible or missing labels, shall be immedi- 
ately and irretrievably disposed of by a licensed nurse 
employee in the presence of a witness and proper records 
maintained of such disposal. Destruction of Schedule II 
drugs shall be handled in accordance with (6)(g). Unit 
dose packages may be returned to the pharmacy. 

(6) Special requirements for controlled substances. 


360-13-066 


(a) All Schedule II controlled substances shall be 
stored in separately keyed and locked secure storage 
within a drug facility. 

(b) Schedule II] controlled substances shall be stored 
apart from other drugs and may be stored on a separate 
shelf, drawer, or compartment with Schedule II con- 
trolled substances. 

(c) There shall be a record book for Schedule II and 
Schedule III controlled substances which shall be a 
bound book with consecutively numbered pages in which 
complete records of receipt and withdrawal of Schedule 
H and IH controlled substances are maintained. 

(d) At least once each 24 hours, the amount of all 
Schedule II controlled substances stored in the facility 
shall be counted by at least two persons who are legally 
authorized to administer drugs. A similar count shall be 
made of all Schedule HI controlled substances at least 
weekly. Records of counts shall be entered in the Sched- 
ule I] and III controlled substances book(s). 

(e) When a resident is discharged, a record of release 
for any Schedule II or HI controlled substances released 
shall be entered on the appropriate page for the given 
drug in the controlled substances record book. 

(f) Any discrepancy in actual count of Schedule II or 
IIT controlled substances and the record shall be docu- 
mented in the Schedule II or III controlled substances 
books and reported immediately to the responsible su- 
pervisor who shall investigate the discrepancy. Any dis- 
crepancy which has not been corrected within seven 
calendar days shall be reported to the consultant phar- 
macist and the Washington state board of pharmacy. 

(g) Discontinued Schedule II controlled substances 
and all Schedule II controlled substances which remain 
after the discharge or death of residents shall: 

(i) Be destroyed at the nursing home within 30 days 
by a registered pharmacist and the director or nursing or 
a registered nurse designee with appropriate documenta- 
tion maintained, or 

(ii) be destroyed at the nursing home by a representa- 
tive of the Washington state board of pharmacy if so re- 
quested by the board or the nursing home. 

(h) A nursing home may establish procedures which 
vary from those paragraphs (6)(a)(g) if they are using a 
unit dose drug distribution system and if that system 
provides for the accurate accounting, by the nursing 
home and the supplying pharmacy, of the receipt and 
disposition of all Schedule II and III controlled 
substances. 

(7) Drug administration. 

(a) Staff shall follow written procedures which pro- 
vide for the safe handling and administration of drugs to 
residents. 

(i) Drugs shall be administered only by persons li- 
censed to administer drugs. 

(ii) the resident shall be identified prior to 
administration. 

(b) All drugs shall be identified up to the point of 
administration. 

(c) Drugs shall be prepared immediately prior to ad- 
ministration and administered by the same person who 
prepares them except under a unit dose system. 
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(d) Drug administration shall be documented as soon 
as possible after the act of administration, and shall 
include: 

(i) Verification of administration 

(ii) reasons for ordered doses not taken 

(iii) reasons for administration of, and response to 
drugs given on and as needed basis (PRN). 

(e) Drug orders shall be received only by a licensed 
nurse and administered only on the written or verbal or- 
der of a practitioner. Verbal orders shall be signed by 
the prescribing practitioner in a timely manner. 

(f) The self-administration of medication program 
shall provide evidence of: 

(i) Assessment of the resident's capabilities 

(ii) instructions for administration 

(iii) monitoring of progress and compliance with 
orders 

(iv) safe storage of drugs. [Statutory Authority: RCW 
18.64.005(11). 81-14-055 (Order 161), § 360-13-066, 
filed 6/30/81.] 


Chapter 360-16 WAC 


PHARMACIES 
WAC 
360-16-110 Repealed. 
360-16~-260 Patient medication record system. 


DISPOSITION OF SECTIONS FORMERLY CODIFIED IN THIS 
CHAPTER 


360-16-110 Hospital pharmacy standards. [Regulation 35, effec- 


tive 10/2/59, filed 3/23/60, subsection (4)(b), as 
corrected, filed 12/8/60.] Repealed by 82-12-024 
(Order 167), filed 5/25/82. Statutory Authority: 
RCW 18.64.005(11). 


WAC 360-16-110 Repealed. See Disposition Table 
at beginning of this chapter. 


WAC 360-16-260 Patient medication record sys- 
tem. (1) A patient medication record system shall be 
maintained in all pharmacies. The record shall be de- 
vised so as to contain the information which the phar- 
macist feels necessary to give the patient the best 
professional advice and required drug information. The 
pharmacist shall attempt to determine through examina- 
tion of the record and other information the patient may 
contribute, prior to the dispensing of a prescription, the 
possibility of a harmful drug interaction or other prob- 
lems caused or influenced by the prescription presented 
for dispensing. 

(2) Patient medication records shall be considered to 
be a part of prescription records maintained in accord- 
ance with RCW 18.64.245 and shall be maintained for a 
period of at least five years in the same manner as pro- 
vided for all prescription records (see WAC 360-16- 
096). 

(3) The information in the patient medication record 
shall be deemed confidential and may be released to 
other than patient or prescriber only on written release 
of the patient. If in the judgment of the pharmacist, the 
prescription presented for dispensing is determined to 
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cause a potentially harmful drug interaction or other 
problem due to a drug previously prescribed by another 
practitioner, the pharmacist may communicate this in- 
formation to the prescribers. [Statutory Authority: 
RCW 18.64.005, 18.81.080 and 42.17.290. 83-01-083 
(Order 171), § 360-16-260, filed 12/17/82; Order 125, 
§ 360-16—260, filed 1/28/75, effective 7/1/75.] 


Chapter 360-17 WAC 
HOSPITAL PHARMACY STANDARDS 


WAC 

360-17-010 Definitions. 

360-17-020 Applicability. 

360-17-030 Licensure. 

360-17-040 Personnel. 

360-17-050 Absence of a pharmacist. 

360-17-060 Physical requirements. 

360—17-070 Drug procurement, distribution and control. 
360-17-080 Administration of drugs. 

360-17-090 Investigational drugs. 

360-17-100 Additional responsibilities of pharmacy service. 


WAC 360-17-010 Definitions. For the purpose of 
these rules and regulations, the following definitions 
apply: 

(1) "Authenticated" or "authentication" means au- 
thorization of a written entry in a record by means of a 
signature which shall include, minimally, first initial, 
last name, and title. 

(2) "Controlled substance" means those drugs, sub- 
stances or immediate precursors listed in Schedule | 
through V, chapter 69.50 RCW, State Uniform Con- 
trolled Substance Act, as now or hereafter amended. 

(3) "Drug" means any product referenced in RCW 
18.64.011(3) as now or hereafter amended. 

(4) "Drug administration" means an act in which a 
single dose of a prescribed drug or biological is given to 
a patient by an authorized person in accordance with all 
laws and regulations governing such acts. The complete 
act of administration entails removing an individual dose 
from a previously dispensed, properly labeled container 
(including a unit dose container) reviewing it with a 
verified transcription, a direct copy, or the original med- 
ical practitioner's orders, giving the individual dose to 
the proper patient, and properly recording the time and 
dose given, 

(5) "Drug dispensing" means an act entailing the in- 
terpretation of an order for a drug or biological and, 
pursuant to that order, proper selection, measuring, la- 
beling, packaging, and issuance of the drug for a patient 
or for a service unit of the facility. 

(6) "Hospital" means any institution licensed pursu- 
ant to chapters 70.41 or 71.12 RCW or designated pur- 
suant to RCW 72.23.020. 

(7) "Hospital pharmacy" means that portion of a 
hospital which is engaged in the manufacture, produc- 
tion, preparation, dispensing, sale, and/or distribution of 
drugs, components, biologicals, chemicals, devices and 
other materials used in the diagnosis and treatment of 
injury, illness and diseases; and which is licensed by the 
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state board of pharmacy pursuant to the Washington 
State Pharmacy Practice Act, chapter 18.64 RCW. 

(8) "Immediate supervision" means visual and/or 
physical proximity that insure adequate safety and 
controls. 

(9) "Investigational drug" means any article which 
has not been approved for use in the United States, but 
for which an Investigational Drug Application (IND) 
has been approved by the FDA. 

(10) "Nurse" means a registered nurse or a licensed 
practical nurse licensed pursuant to chapters 18.88 or 
18.78 RCW. 

(11) "Practitioner" means any person duly authorized 
‘by law or rule in the state of Washington to prescribe 
drugs in RCW 18.64.011(9). 

(12) "Pharmacist" means a person duly licensed by 
the state board of pharmacy to engage in the practice of 
pharmacy. 

(13) "Pharmacy" means every place properly licensed 
by the board of pharmacy where the practice of phar- 
macy is conducted. 

(14) "Pharmacy Assistant Level A and Level B" 
means persons certified under chapter 18.64A RCW. 

(15) "Physician" means a doctor of medicine or a 
doctor of osteopathy licensed to practice in the state of 
Washington. 

(16) "Practice of pharmacy" means the definition 
given in RCW 18.64.011(11) now or hereafter amended. 

(17) "Protocol" means a written set of guidelines. 

(18) "Registered nurse" means an individual licensed 
under the provisions of chapter 18.88 RCW, regulating 
the practice of registered nursing in the state of 
Washington. 

(19) "Self-administration of drugs" means that a pa- 
tient administers or takes his/her own drugs from prop- 
erly labeled containers: Provided, That the facility 
maintains the responsibility for seeing that the drugs are 
used correctly and that the patient is responding 
appropriately. 

(20) "Shall" means that compliance with regulation is 
mandatory. 

(21) "Should" means that compliance with a regula- 
tion or standard is recommended. [Statutory Authority: 
RCW 18.64.005(12). 82-12-041 (Order 168), .§ 360- 
17-010, filed 5/28/82. Statutory Authority: RCW 
18.64.005(11). 81-16-036 (Order 162), § 360-17-010, 
filed 7/29/81.] 


WAC 360-17-020 Applicability. The following rules 
and regulations are applicable to all facilities licensed 
pursuant to chapters 70.41 and 71.12 RCW or desig- 
nated pursuant to RCW 72.23.020. [Statutory Author- 
ity: RCW 18.64.005(12). 82-12-041 (Order 168), § 
360-17-020, filed 5/28/82. Statutory Authority: RCW 
18.64.005(11). 81-16-036 (Order 162), § 360-—17-020, 
filed 7/29/81.] 


WAC 360-17-030 Licensure. Hospital pharmacists 
shall be licensed by the board of pharmacy in accord- 
ance with chapter 18.64 RCW. [Statutory Authority: 


360-17-050 


RCW 18.64.005(11). 81-16-036 (Order 162), § 360- 
17-030, filed 7/29/81.] 


WAC 360-17-040 Personnel. (1) Director of phar- 
macy. The pharmacy, organized as a separate depart- 
ment or service, shall be directed by a licensed 
pharmacist appropriately qualified by education, train- 
ing, and experience to manage a hospital pharmacy. The 
patient care and management responsibilities of the di- 
rector of pharmacy shall be clearly delineated in writing 
and shall be in accordance with currently accepted prin- 
ciples of management, safety, adequate patient care and 
treatment. The responsibilities shall include the estab- 
lishment and maintenance of policies and procedures, 
ongoing monitoring and evaluation of pharmaceutical 
service, use and control of drugs, and participation in 
relevant planning, policy and decision making activities. 
Hospitals which do not require, or are unable to obtain 
the services of a fulltime director shall be held responsi- 
ble for the principles contained herein and shall establish 
an ongoing arrangement in writing with an appropriately 
qualified pharmacist to provide the services. Where the 
director of pharmacy is not employed fulltime, then the 
hospital shall establish an ongoing arrangement in writ- 
ing with an appropriately qualified pharmacist to pro- 
vide the services described herein. The director of 
pharmacy shall be responsible to the chief executive of- 
ficer of the hospital or his/her designee. 

(2) Supportive personnel. The director of pharmacy 
shall be assisted by sufficient numbers of additional 
pharmacists and/or pharmacy assistants and clerical 
personnel required to operate safely and efficiently to 
meet the needs of the patients. 

(3) Supervision. All of the activities and operations of 
each hospital pharmacy shall be professionally managed 
by the director or a pharmacist designee. Functions and 
activities shall be under the immediate supervision of a 
pharmacist and shall be performed according to written 
policies and procedures. When the hospital pharmacy is 
decentralized, each decentralized section(s) or separate 
organizational element(s) shall be under the immediate 
supervision of a pharmacist responsible to the director. 
[Statutory Authority: RCW 18.64.005(11). 81-16-036 
(Order 162), § 360-17-040, filed 7/29/81.] 


WAC 360-17-050 Absence of a pharmacist. (1) 
General. Pharmaceutical services shall be available on a 
24-hour basis. If round-the-clock services of a pharma- 
cist are not feasible, arrangements shall be made in ad- 
vance by the director of pharmacy to provide reasonable 
assurance of pharmaceutical services. 

(2) Access to the pharmacy. Whenever a drug is re- 
quired to treat an immediate need and not available 
from floor stock when the pharmacy is closed, the drug 
may be obtained from the pharmacy by a designated 
registered nurse, who shall be accountable for his/her 
actions. One registered nurse shall be designated in each 
hospital shift for removing drugs from the pharmacy. 

(a) The director of pharmacy shall establish written 
policy and recording procedures to assist the registered 
nurse who may be designated to remove drugs from the 
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pharmacy, when a pharmacist is not present, in accord- 
ance with Washington State Pharmacy Practice Act, 
RCW 18.64.255(2), which states that the director of 
pharmacy and the hospital be involved in designating the 
nurse. 

(b) The stock container of the drug or similar unit 
dose package of the drug removed shall be left with a 
copy of the order of the authorized practitioner to be 
checked by a pharmacist, when the pharmacy reopens, 
or as soon as is practicable. 

(c) Only a sufficient quantity of drugs shall be re- 
moved in order to sustain the patient until the pharmacy 
opens. 

(d) All drugs removed shall be completely labeled in 
accordance with written policy and procedures, taking 
into account state and federal rules and regulations and 
current standards. [Statutory Authority: RCW 
18.64.005(11). 81-16-036 (Order 162), § 360-17-050, 
filed 7/29/81.] 


WAC 360-17-060 Physical requirements. (1) Area. 
The pharmacy facilities shall include: 

(a) Appropriate transportation and communications 
systems for the distribution and control of drugs within 
the hospital. 

(b) Sufficient space and equipment for secure, envi- 
ronmentally controlled storage of drugs and other phar- 
maceutical supplies. 

(2) In order to meet the medical services’ need for 
drugs throughout the hospital, the pharmacy facilities 
should include: 

(a) Space for the management and clinical functions 
of the pharmaceutical service. 

(b) Space and equipment for the preparation of par- 
enteral admixtures, radiopharmaceuticals, and other 
sterile compounding and packaging. 

(c) Other equipment necessary. 

(3) Access to unattended areas. All areas occupied by 
the hospital pharmacy shall be locked by. key or combi- 
nation in order to prevent access by unauthorized per- 
sonnel. The director of pharmacy shall designate in 
writing, by title and/or position those individuals who 
shall be authorized access to particular areas within the 
pharmacy, including authorization of access to keys 
and/or combinations. 

(4) Current pharmaceutical reference materials shall 
be provided in order to furnish the pharmaceutical, 
medical and nursing staff with adequate information 
concerning drugs. References related to the following 
subjects should be available: 

(a) Drug identification 

(b) Toxicology 

(c) Pharmacology 

(d) Drug interaction 

(e) Drug compatibility 

(f) Drug source 

(g) Pharmacy law 

(h) Microbiology 

(i) Sterilization and disinfection 

(j) Pharmacy technology 

(k) Patient counseling 
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(1) Rational therapy 

(m) Pathology 

(n) Chemistry 

(5) Drug storage areas. Drugs shall be stored under 
proper conditions of sanitation, temperature, light, mois- 
ture, ventilation, segregation, and security. 

(a) It is the joint responsibility of the director of 
pharmacy and the director of nursing to ensure that 
drug handling, storage, and preparation are carried out 
in conformance with established policies, procedures, 
and accepted standards. 

(b) Locked storage or locked medication carts shall be 
provided for use on each nursing service area or unit. 

(6) Flammable storage. All flammable material shall 
be stored and handled in accordance with applicable lo- 
cal and state fire regulations, and there shall be written 
policy and procedures, for the destruction of these flam- 
mable materials. [Statutory Authority; RCW 
18.64.005(11). 81-16-036 (Order 162), § 360-17-060, 
filed 7/29/81.] 


WAC 360-17-070 Drug procurement, distribution 
and control. (1) General. Pharmaceutical service shall 
include: 

(a) Procurement, preparation, storage, distribution 
and control of all drugs throughout the hospital. 

(b) A monthly inspection of all nursing care units or 
other areas of the hospital where medications are dis- 
pensed, administered or stored. Inspection reports shall 
be maintained for one year. 

(c) Monitoring the drug therapy. 

(d) Provisions for drug information to patients, physi- 
cians and others. 

(e) Surveillance and reporting of adverse drug reac- 
tions and drug product defect(s). 

(2) Additional pharmaceutical services should include: 

(a) Obtaining and recording comprehensive drug his- 
tories and participation in discharge planning in order to 
affect appropriate drug use. 

(b) Preparation of all sterile products (e.g., IV ad- 
mixtures, piggybacks, irrigation solutions), except in 
emergencies. 

(c) Distribution and control of all radiopharmaceuti- 
cals. 

(d) Administration of drugs. 

(e) Prescribing. ; 

(3) The director shall be responsible for establishing 
specifications for procurement, distribution and the 
maintenance of a system of accountability for drugs, IV 
solutions, chemicals, and biologicals related to the prac- 
tice of pharmacy. 

(4) The director shall establish, annually review and 
update when necessary comprehensive written policies 
and procedures governing the responsibilities and func- 
tions of the pharmaceutical service. Policies affecting 
patient care and treatment involving drug use shall be 
established by the director of pharmacy with the coop- 
eration and input of the medical staff, nursing service 
and the administration. 

(5) Labeling: 


Hospital Pharmacy Standards 


(a) Inpatient. All drug containers in the hospital shall 
be labeled clearly, legibly and adequately to show the 
drug's name (generic and/or trade) and strength when 
applicable. Accessory or cautionary statements and the 
expiration date shall be applied to containers as 
appropriate. 

(b) Outpatients. Labels on medications used for out- 
patients, emergency room, and discharge drug orders 
shall meet the requirements of RCW 18.64.246. 

(c) Parenteral and irrigation solutions. When drugs 
are added to intravenous solutions, a suitable label shall 
be affixed to the container. As a minimum the label 
shall indicate name and location of the patient, name 
and amount of drug(s) added, appropriate dating, ini- 
tials of the personnel who prepared and checked the 
solution. 

(6) Medication orders. Drugs are to be dispensed and 
administered only upon orders of authorized practition- 
ers. A pharmacist shall review the original order or di- 
rect copy thereof, prior to dispensing any drug, except 
for emergency use or as authorized in WAC 360-17- 
050. 

(7) Controlled substance accountability. The director 
of pharmacy shall establish effective procedures and 
maintain adequate records regarding use and account- 
ability of controlled substances, and such other drugs as 
appropriate, in compliance with state and federal laws 
and regulations. 

(a) Complete, accurate, and current records shall be 
kept of receipt of all controlled substances and in addi- 
tion, a Schedule II perpetual inventory shall be 
maintained. 

(b) The pharmacy shall maintain records of Schedule 
II drugs issued from the pharmacy to other hospital 
units which include: 

(i) Date 

(ii) Name of the drug 

(iii) Amount of drug issued 

(iv) Name and/or initials of the pharmacist who is- 
sued the drug 

(v) Name of the patient and/or unit to which the drug 
was issued. 

(c) Records shall be maintained by any unit of the 
hospital which utilizes Schedule II drugs indicating: 

(i) Date 

(ii) Time of administration 

(iii) Name of the drug (if not already indicated on the 
records 

(iv) Dosage of the drug which was used which shall 
include both the amount administered and any amount 
destroyed. 

(v) Name of the patient to whom the drug was 
administered 

(vi) Name of the practitioner who authorized the drug 

(vii) Signature of the licensed individual who admin- 
istered the drug. 

(d) When it is necessary to destroy small amounts of 
controlled substances following the administration of a 
dose by a nurse, the destruction shall be witnessed by a 
second nurse who shall countersign the records of 
destruction. 


360-17-080 


(e) The director of the pharmacy shall develop written 
procedures for the proper destruction of controlled sub- 
stances not covered by (d) above conforming with fed- 
eral and state statutes. A copy of the procedures shall be 
forwarded to the Drug Enforcement Administration 
(DEA) and the state board of pharmacy. As a mini- 
mum, procedures shall include the following: 

(i) All destructions shall render the drugs 
unrecoverable. 

(ii) Destruction shall be accomplished by the pharma- 
cist and one other licensed health professional. 

(iii) Records of all destructions shall be maintained by 
the pharmacy. Quarterly summary reports shall be 
mailed to the DEA with copies to the state board of 
pharmacy. 

(iv) A copy of the destruction record shall be main- 
tained in the pharmacy for five years. 

(f) Periodic monitoring of controlled substances re- 
cords shall be performed by a nurse or a pharmacist to 
determine whether the drugs recorded on usage records 
have also been recorded on the patient's chart. 

(g) Use of multiple dose vials of controlled substances 
shall be discouraged. 

(h) Controlled substances, Schedule IT and III, which 
are floor stocked, in any hospital patient or nursing 
service area shall be checked by actual count at the 
change of each shift by two authorized persons licensed 
to administer drugs. 

(i) All controlled substance records shall be kept for 
five years. 

(j) Hospitals wishing to use record systems other than 
that described above shall make application and receive 
written approval from the board of pharmacy prior to 
implementation. 

(k) Significant losses or disappearances of controlled 
substances and the facts surrounding the discrepancy 
shall be reported to the board of pharmacy, the drug 
enforcement agency, the chief executive officer of the 
hospital and other appropriate authorities. 

(8) Drug recall. The director shall develop and imple- 
ment a recall procedure to assure that potential harm to 
patients within the hospital is prevented and that all 
drugs included on the recall are returned to the phar- 
macy for proper disposition. 

(9) All medications administered to inpatients shall be 
recorded in the patient's medical record. 

(10) Adverse drugs reactions. All adverse drug reac- 
tions shall be appropriately recorded in the patient's 
record and reported to the prescribing practitioner and 
to the pharmacy. 

(11) Drug errors. All drug errors shall upon discovery 
be recorded in an incident report and reported to the 
prescribing practitioner and to the pharmacy. [Statutory 
Authority: RCW 18.64.005(11). 81-16-036 (Order 
162), § 360-—17-—070, filed 7/29/81.] 


WAC 360-17-080 Administration of drugs. (1) 
General. Drugs shall be administered only upon the or- 
der of a practitioner who has been granted clinical privi- 
leges to write such orders. Verbal orders for drugs shall 
only be issued in emergency or unusual circumstances 
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and:shall be accepted only by a licensed nurse, pharma- 
cist, or physician, and shall be immediately recorded and 
signed by the person receiving the order. Such orders 
shall be authenticated by the prescribing practitioner 
within 48 hours. 

(2) Administration. Drugs shall be administered only 
by appropriately licensed personnel in accordance with 
state and federal laws and regulations governing such 
acts and in accordance with medical staff approved hos- 
pital policy. — 

(3) Patient's drugs. The hospital shall develop written 
policies and procedures for the administration of drugs 
brought into the hospital by or for patients. 

(a) Drugs brought into the hospital by or for the pa- 
tient shall be administered only when there is a written 
order by a practitioner. Prior to use, such drugs shall be 
identified and examined by the pharmacist to ensure ac- 
ceptable quality for use in the hospital. 

(b) Drugs from outside the hospital which are not 
used during the patient's hospitalization shall be pack- 
aged and sealed, if stored in the hospital, and returned 
to the patient at time of discharge or given to the pa- 
tient's family. 

(c) Return of drugs may be prohibited due to possible 
jeopardy of the patient's health. 

(d) Written procedures shall be developed for the dis- 
posal of unreturned drugs. 

(4) Self-administration. Self—-administration of drugs 
shall occur only within approved protocols in accordance 
with a program of self—care or rehabilitation. Policy and 
specific written procedures, approved by the appropriate 
medical staff, nursing service and administration shall be 
established by the director of pharmacy. [Statutory Au- 
thority: RCW 18.64.005(11). 81-16—036 (Order 162), § 
360-17-080, filed 7/29/81.] 


WAC 360-17-090 Investigational drugs. (1) Distri- 
bution. Storage, distribution, and control of approved 
investigational drugs used in the institution shall be the 
responsibility of the director of pharmacy or his desig- 
nee. The pharmacy shall be responsible for maintaining 
and providing information on approved investigational 
drugs. 

(2) General. Investigational drugs shall be properly 
labeled and stored for use only under the explicit direc- 
tion of the authorized principal investigator or 
coinvestigator(s). Such drugs shall be approved by an 
appropriate medical staff committee. 

(3) Administration. On approval of the principal in- 
vestigator or coinvestigator(s), those authorized to ad- 
minister drugs may administer these drugs after they 
have been given basic pharmacological information 
about the drug. Investigational drugs shall be adminis- 
tered in accordance with approved written protocol that 
includes any requirements for the patient's appropriate 
informed consent. [Statutory Authority: RCW 
18.64.005(11). 81-16-036 (Order 162), § 360-17-090, 
filed 7/29/81.] 


WAC 360-17-100 Additional responsibilities of 
pharmacy service. (1) General. The pharmacy service 
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shall participate in other activities and committees 
within the hospital affecting pharmaceutical services, 
drugs and drug use. 

(2) Quality assurance. The pharmaceutical service 
shall establish a pharmacy quality assurance program. 

(3) Clinical activities. The director of pharmacy 
should develop clinically oriented programs, including 
but not limited to obtaining and recording comprehen- 
sive drug histories and participation in discharge plan- 
ning to affect appropriate drug use, a formal drug 
information service, prescribing, and administration of 
drugs. [Statutory Authority: RCW 18.64.005(11). 81- 
16-036 (Order 162), § 360—17—100, filed 7/29/81.] 


Chapter 360-18 WAC 
LICENSING PERIODS AND FEES 


WAC 
360-18-010 Licensing periods. 
360-18-020 License fees. 


WAC 360-18-010 Licensing periods. (1) The fol- 
lowing are established by the board of pharmacy as the 
licensing periods for each license specified: 

(a) Pharmacist licenses will expire on February 1 of 
each year. 

(b) Pharmacy location, CSA (retail), prophylactic 
(retail pharmacy), pharmacy assistant utilization, shop- 
keeper and shopkeeper differential hours licenses will 
expire on June | of each year. 

(c) CSA (sodium pentobarbital), Level A assistant, 
physician assistant, wholesaler (full line), wholesaler 
(OTC only), intern, manufacturer, CSA wholesaler, 
CSA manufacturer, prophylactic (vending . machine), 
and prophylactic wholesaler licenses will expire on Oc- 
tober 1 of each year. 

(2) Any license that is not renewed on or before the 
expiration date established herein shall expire and shall 
no longer be a valid license to practice or conduct the 
activity for which it is issued. Any license that has not 
been renewed within sixty days of the expiration date 
shall be renewed only upon payment of the renewal fee 
and penalty fee as specified in WAC 360-18-020. 
[Statutory Authority: RCW 18.64.005, 18.81.080 and 
42.17.290. 83-01-083 (Order 171), § 360—18-010, filed 
12/17/82. Statutory Authority: RCW 18.64.005(4) and 
(11). 80-05-074 (Order 154, Resolution 4/80), § 360- 
18-010, filed 4/28/80.] 


WAC 360-18-020 License fees. (1) Pursuant to 
chapter 90, Laws of 1979, the board hereby determines, 
sets and establishes, effective October 1, 1980, the fol- 
lowing fees for licenses issued by the board: 


(a) PHARMACY LOCATION, CSA & 
PROPHYLACTIC 
Original pharmacy fee $100.00 
Original CSA fee 30.00 
Original prophylactic fee 10.00 
Original pharmacy assistant 


utilization fee 25.00 


Wholesalers 


Renewal pharmacy fee 50.00 
Renewal CSA fee 25.00 
Renewal prophylactic fee 10.00 
Renewal pharmacy assistant 
utilization fee 25.00 
Penalty pharmacy fee 100.00 
(b) VENDOR 
Original fee 20.00 
Renewal fee 20.00 
Penalty fee 20.00 
(c) PHARMACIST 
Exam fee 85.00 
Original license fee 50.00 
Renewal fee 25.00 
Penalty fee 25.00 
Reciprocity fee 150.00 
(d) SHOPKEEPER 
Original fee 20.00 
Renewal fee 20.00 
Penalty fee 20.00 
(i) ‘SHOPKEEPER - 6 or fewer 
drugs 
Original fee 5.00 
Renewal fee 5.00 
Penalty fee 5.00 
(ii) SHOPKEEPER - with 
differential hours 
Original fee 20.00 
Renewal fee 20.00 
Penalty fee 20.00 
(e) DRUG MANUFACTURER 
Original fee 125.00 
Renewal fee 125.00 
Penalty fee 125.00 
(f) DRUG WHOLESALER - full 
line 
Original fee 125.00 
Renewal fee 125.00 
Penalty fee 125.00 
(g) DRUG WHOLESALER — OTC 
only 
Original fee 100.00 
Renewal fee 100.00 
Penalty fee 100.00 
(h) PHARMACY ASSISTANT - 
Level "A" 
Original fee 10.00 
Renewal fee 10.00 


(2) Effective until October 1, 1980, the board estab- 
lishes as licensing fees those amounts specified in the 
various provisions of the Pharmacy Practice Act as they 
appeared prior to the effective date of chapter 90, Laws 
of 1979, which prior provisions are incorporated herein 
by this reference. [Statutory Authority: RCW 
18.64.005(12). 82-12-041 (Order 168), § 360—18-020, 
filed 5/28/82. Statutory Authority: RCW 18.64.005(4) 
and (11). 80-08-035 (Order 155, Resolution 6/80), § 
360-18-020, filed 6/26/80, effective 9/30/80; 80-05- 
074 (Order 154, Resolution 4/80), § 360~-18-020, filed 
4/28 /80.] 
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Chapter 360-21 WAC 


WHOLESALERS 

WAC 

360-21-010 Definitions, 

360-21-020 Minimum standards for wholesalers. 

360-2 1-030 Inspections. 

360-2 1-040 Records. 

360-21-050 Security. 

360-2 1-060 Unauthorized sales. 

360-21-070 Application for full line wholesaler license and over— 
the-counter only wholesaler license. 

360-21-080 Application for controlled substance wholesaler 
license. 

360-21-090 Export wholesaler. 


WAC 360-21-010 Definitions. (1) "Full line whole- 
saler" means any wholesaler authorized by the board to 
possess and sell legend drugs, controlled substances (ad- 
ditional registration required) and nonprescription drugs 
(over-the-counter — OTC) to a licensed pharmacy or 
other legally licensed or authorized person. 

(2) “Over-the-counter only wholesaler” means any 
wholesaler authorized by the board to possess and sell 
nonprescription (OTC) drugs to any outlets licensed for 
resale. 

(3) "Controlled substances wholesaler" means a li- 
censed wholesaler authorized by the board to possess 
and sell controlled substances to a licensed pharmacy or 
other legally licensed or authorized person. 

(4) "Export wholesaler" means any wholesaler auth- 
orized by the board to export legend drugs and nonpre- 
scription (OTC) drugs to foreign countries. [Statutory 
Authority: RCW 18.64.005(11) and 69.41.075. 82-06- 
042 (Order 165), § 360—21-010, filed 3/2/82.] 


WAC 360-21-020 Minimum standards for whole- 
salers. The following minimum standards shall apply to 
all wholesale outlets for which licenses have been issued 
by the board: 

(1) Light and ventilation: All wholesale outlets in- 
cluding all storage areas, shall be well lighted, well ven- 
tilated and properly heated. 

(2) Sanitary facilities: All wholesale outlets shall have 
sanitary facilities constructed in accordance with the 
laws and ordinances applying thereto. Facilities shall in- 
clude a restroom for employees which shall be provided 
with a wash basin supplied with hot and cold running 
water and toilet. 

(3) All drugs and chemicals shall be stored at appro- 
priate temperatures according to label requirements to 
maintain stability. 

(4) A residence shall not be considered to be an ac- 
ceptable location for issuance of a wholesaler's license 
unless the wholesaler's business is operated in a separate 
space within the residence which otherwise meets the re- 
quirements of this section. 

(5) Adequate space shall be provided consistent with 
the wholesale drug outlet operation. 

(6) Minimum equipment shall be maintained consis- 
tent with the wholesale drug outlet's operation and shall 
be in proper working order at all times. 
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(7) Adequate security shall be provided as specified in 
WAC 360-21-050. 

(8) Surrounding environmental conditions shall be 
adequate to prevent contamination of stored products. 
{Statutory Authority: RCW 18.64.005(11) and 69.41- 
.075. 82-06-042 (Order 165), § 360-21-020, filed 
3/2/82.] 


WAC 360-21-030 Inspections. Inspections shall be 
performed by representatives of the board of pharmacy 
to ensure compliance with chapter 360-21 WAC. The 
following items shall be included in these inspections: 

(a) The walls, ceilings, windows, and floors of the 
premises shall be clean and maintained in good repair 
and order. 

(b) The licensee's premises shall be free from obnox- 
ious odors. 

(c) All persons working in premises are required to 
keep themselves and their apparel in a clean and sani- 
tary condition. 

(d) Other areas of inspection include, but are not lim- 
ited to housekeeping, sanitation, record keeping, ac- 
countability, security, types of outlets sold to and sources 
of drugs purchased. [Statutory Authority: RCW 
18.64.005(11) and 69.41.075. 82-06—042 (Order 165), § 
360-21-030, filed 3/2/82.] 


WAC 360-21-040 Records. Invoices shall be main- 
tained for a period of five years, and show the source of 
supply for all drugs and to whom they were sold or dis- 
tributed. Lack of such records shall be grounds for sus- 
pension or revocation of wholesale license. These records 
shall be available during regular business hours for in- 
spection by any authorized representative of the board of 
pharmacy. In those instances in which records are stored 
in a location other than the wholesaler's premises, the 
records must be available for inspection within 72 hours. 
{Statutory Authority: RCW 18.64.005(11) and 69.41- 
.075. 82-06-042 (Order 165), § 360-21-040, filed 
3/2/82.] l 


WAC 360-21-050 Security. (1) Every wholesaler 
shall take security precautions to ensure that access 
from outside the premises is reduced to a minimum and 
that internal security equipment (alarm systems) are 
used to detect entry after hours. i 

(2) Legend drug storage areas shall be constructed in 
such a manner as to prevent illegal entry. 

(3) Adequate lighting shall be provided at the outside 
perimeter of the premises to reduce the possibility of il- 
legal entry. 

(4) All applicants for a license as a controlled sub- 
stances wholesaler must comply with the security re- 
quirements as found in 21 CFR 1301.02, 1301.71 
through 1301.74 and 1301.90 through 1301.92. [Statu- 
tory Authority: RCW 18.64.005(11) and 69.41.075. 82- 
06-042 (Order 165), § 360-21-050, filed 3/2/82.] 


WAC 360-21-060 Unauthorized sales. No whole- 
saler shall sell or distribute any drugs or devices except 
to an individual, corporation, or entity who is authorized 
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by law or regulation to possess such drugs or devices. No 
wholesaler shall sell any drugs or devices to an ultimate 
consumer. [Statutory Authority: RCW 18.64.005(11) 
and 69.41.075. 82-06-042 (Order 165), § 360-21—060, 
filed 3/2/82.] 


WAC 360-21-070 Application for full line whole- 
saler license and over-the-counter only wholesaler li- 
cense. No person shall act as a wholesaler unless he/she 
has obtained a license from the board. 

(1) All application for licensure of a new or relocated 
wholesaler shall be accompanied by the required fee as 
set forth in WAC 360-18-020. 

(2) Applications shall specify the location of the 
wholesaler premises. When the applicant is not the 
owner of the business, the application shall indicate the 
owner and the applicant affiliation with the owner: 

(a) If the owner is a partnership or other multiple 
owner, the names of the partners or person holding the 
three largest interests shall be indicated on the 
application. 

(b) If the owner is a corporation, the name filed shall 
be the same as filed with the secretary of state. The 
name of the corporation, and the names of the corpora- 
tion officers shall be indicated on the application. 

(3) All license renewal applications shall be accompa- 
nied by the annual fee and contain the same information 
required in subsection (2) of this rule. 

(4) A change of ownership or location requires a new 
license. 

(5) The license is issued to a person or firm and is 
nontransferable. Additions or deletions of a 
partner/partners shall be considered as a change of 
ownership. 

(6) The license fee cannot be prorated. [Statutory 
Authority: RCW 18.64.005(11) and 69.41.075. 82-06- 
042 (Order 165), § 360-21-070, filed 3/2/82.] 


WAC 360-21-080 Application for controlled sub- 
stance wholesaler license. No person shall act as a con- 
trolled substance wholesaler unless he/she has obtained 
a controlled substance wholesaler license from the board. 

(1) He/she must be licensed as a full line wholesaler. 

(2) He/she must meet all security requirements as set 
forth in WAC 360-21-050(4). 

(3) He/she must meet additional requirements for 
registration and fees as set forth in WAC 360-36-010. 
(Statutory Authority; RCW 18.64.005(11) and 69.41- 
.075. 82-06-042 (Order 165), § 360-21-080, filed 
3/2/82.] 


WAC 360-21-090 Export wholesaler. (1) Upon ap- 
plication the board may issue a wholesaler license for the 
primary business of exporting drugs to foreign countries. 

(2) Such license authorizes the holder to export non— 
controlled drugs to persons in a foreign jurisdiction that 
have legitimate reasons to possess such drugs. 

(3) Letters from consulate of the country to which 
drugs are exported should verify consignee receiving 
such drugs is legally entitled in that country to receive 
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them, if applicable. These letters shall be made available 
to the board upon its request. 

(4) Records to be kept by export wholesaler: 

(a) Complete description of drug, including, name, 
quantity, strength, and dosage unit. 

(b) Name and address of purchaser. 

(c) Name and address of consignee in the country of 
destination. 

(d) Name and address of forwarding agent. 

(e) Proposed export date. 

(f) Shippers involved and methods of shipment. 

(5) The issuance of an export wholesaler license does 
not authorize delivery of drugs in the United States. 
[Statutory Authority: RCW 18.64.005(11) and 69.41- 
.075. 82-06-042 (Order 165), § 360-21-090, filed 
3/2/82.] 


Chapter 360-30 WAC 
HYPODERMIC SYRINGES, NEEDLES AND 


DEVICES 

WAC 

360-30-010 through 360-30-030 Repealed. 

DISPOSITION OF SECTIONS FORMERLY CODIFIED IN THIS 
CHAPTER 

360-30-010 Hypodermic devices sale registrations. [Order 134, § 
360-30-010, filed 9/7/77.] Repealed by 81-19-086 
(Order 163, Resolution 8/81), filed 9/17/81. Statu- 
tory Authority: RCW 18.64.005(11). 

360-30-020 Hypodermic devices destruction. [Order 137, § 360- 
30-020, filed 11/8/77.] Repealed by 81-19-086 (Or- 
der 163, Resolution 8/81), filed 9/17/81. Statutory 
Authority: RCW 18.64.005(11). 

360-30-030 Enforcement. [Order 137, § 360-30-030, filed 


11/8/77.] Repealed by 81-19-086 (Order 163, Reso- 
lution 8/81), filed 9/17/81. Statutory Authority: 
RCW 18.64.005(11). 


WAC 360-30-010 through 360-30-030 Repealed. 
See Disposition Table at beginning of this chapter. 


Chapter 360-32 WAC 
SALES REQUIRING PRESCRIPTIONS 


WAC 

360-32-050 Identification of legend drugs for purposes of chapter 
69.41 RCW. 

360-32-055 Ephedrine prescription restrictions. 


WAC 360-32-050 Identification of legend drugs for 
purposes of chapter 69.41 RCW. (1) In accordance with 
chapter 69.41 RCW, the board of pharmacy hereby 
finds that those drugs which have been determined by 
the food and drug administration, pursuant to the fed- 
eral Food, Drug and Cosmetic Act, to require a pre- 
scription under federal law should also be classified as 
legend drugs under state law for the reasons that their 
toxicity or other potentiality for harmful effect, the 
methods of their use and the collateral safeguards nec- 
essary to their use, indicate that they are not safe for use 
except under the supervision of a practitioner. 


360-32-055 


(2) The board of pharmacy hereby specifically identi- 
fies as legend drugs, for purposes of chapter 69.41 
RCW, those drugs which have been designated as legend 
drugs under federal law and are listed as such in the 
1980-81 edition of the American Druggist Blue Book. 
Copies of the list of legend drugs as contained in the 
American Druggist Blue Book shall be available for 
public inspection at the headquarters office of the State 
Board of Pharmacy, 319 East 7th Avenue, Olympia, 
Washington 98504. Copies of this list shall be available 
from the board of pharmacy at the above address upon 
request made and upon payment of a fee in the amount 
of $11 per copy. [Statutory Authority: RCW 69.41.075. 
81-10-025 (Order 160), § 360-32-050, filed 4/28/81. 
Statutory Authority: 1979 Ist ex. s. c 139. 79-09-138 
(Order 149, Resolution 9/79), § 360-32-050, filed 
9/5/79.] 


WAC 360-32-055 Ephedrine prescription restric- 
tions. (1) The board of pharmacy, pursuant to RCW 
69.41.075, hereby identifies ephedrine, or any of its salts 
in a solid or aqueous form normally intended for oral 
administration, in any quantity, as a legend drug subject 
to the restrictions of RCW 69.41.030. 

(2) The. following products containing ephedrine or its 
salts are exempted from the provisions of this regulation: 


1. AMORDRINE tablet 25 mg (as racemic 


(Searle) hydrochloride) 

2. BRONITIN tablet 24 mg ephedrine 
(Whitehall) 

3. BRONKAID tablet 24 mg (as sulfate) 
(Breon) 

4. BRONKOTABS tablet 24 mg (as sulfate) 
(Breon) 

5. CALCIDRINE SYRUP 4.2 mg/S5cc HCl 
(Abbott) 

6. HISTADYL EC ephedrine hydrochlo— 
(Lilly) ride, 30 mg/30 ml 

7. HISTIVITE—D ephedrine sulfate, 
(Vitarine) 30 mg/30 ml 

8. NYQUIL ephedrine sulfate, 
(Vicks) 8 mg/30 ml 

9. PRIMATINE M tablet 24 mg (as hydrochlo— 
(Whitehall) ride) 


10. QUELIDRINE ephedrine hydrochlo— 


(Abbott) ride, 5 mg/5 ml 
11. QUIET-NITE ephedrine sulfate, 
(Rexall) 10 mg/30 ml 


12. VeRAQuAD tablet — 24 mg tablet, 12 mg/5 ml 
suspension (Knoll) (as hydrochloride) 


[Statutory Authority: RCW 18.64.005(11) and 69.41- 
.075. 82-06-042 (Order 165), § 360~-32-055, filed 
3/2/82. Statutory Authority; RCW 69.41.075. 81-10- 
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025 (Order 160), § 360-32-055, filed 4/28/81. Statu- 
tory Authority: 1979 Ist ex. s. c 139, 79-09-138 (Order 
149, Resolution 9/79), § 360-32-055, filed 9/5/79. ] 


Chapter 360-36 WAC 


REGULATIONS IMPLEMENTING THE UNIFORM 
CONTROLLED SUBSTANCES ACT 


WAC 


360-36-020 Dispensing Schedule V controlled substances. 


WAC 360-36-020 Dispensing Schedule V controlled 
substances. (1) Those drugs classified in Schedule V of 
the Uniform Controlled Substances Act (RCW 69.50- 
.212) which can be dispensed without a prescription can 
be so distributed only for the medical purpose(s) indi- 
cated on the manufacturer's label (e.g., cough syrups 
may only be dispensed for the treatment of coughs) and 
shall be dispensed in accordance with the following 
rules. 

(2) Only a licensed pharmacist or a pharmacy intern 
may dispense a Schedule V drug. The pharmacist or 
pharmacy intern making the sale is responsible for the 
recording of the required information in the Schedule V 
register book. The pharmacist or pharmacy intern shall 
not sell a Schedule V drug to a person below the age of 
21 and shall require the purchaser to supply identifica- 
tion so that the purchaser's true name, address and age 
can be verified. The pharmacist must keep the Schedule 
V drugs in a safe place not accessible to members of the 
public. The name and address of the pharmacy must be 
placed on the bottle or vial of each Schedule V drug sold 
and the pharmacist or pharmacy intern dispensing the 
product must place the date of sale and his/her initials 
on the label at the time of sale. The pharmacist or 
pharmacy intern is required to show every purchaser of 
a Schedule V product a copy of subsections (3) and (4) 
of this rule (sections relating to purchaser(s) of Schedule 
V drugs). 

(3) No person shall obtain a Schedule V drug without 
a practitioner's prescription unless he/she complies with 
the following: 

(a) The product must be purchased as a medicine for 
its indicated medical use only; 

(b) The purchaser must sign the Schedule V register 
book with his/her true name and address and supply 
proof of identification, 

(c) The purchaser cannot purchase more than 120 mls 
(four fluid ounces) of Schedule V cough preparations, 
nor more than 240 mls (eight fluid ounces) of Schedule 
V anti—diarrheal preparations. 

(4) In the absence of a practitioner's prescription, no 
pharmacist or pharmacy shall sell to any person, nor 
shall any person obtain, within a ninety—six hour period, 
more than the maximum quantity set forth in subsection 
(3)(c) of this rule. Further, no pharmacist or pharmacy 
shall sell to any person, nor shall any person obtain more 
than twice the maximum quantity set forth in (3)(c) 
above in any sixty—day period. 
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(5) (a) Every pharmacy handling Schedule V drugs 
must keep a Schedule V register book in which the fol- 
lowing statement must appear at the top of each page: 
"I have not obtained any Schedule V preparations within 
the last ninety—six hours, nor obtained Schedule V prep- 
arations more than twice within the last sixty days. This 
is my true name and address." All sales of Schedule V 
preparations without a practitioner's prescription shall 
be recorded in the Schedule V register book and the fol- 
lowing information must be recorded therein: 

(i) Printed name of purchaser 

(ii) Signature of purchaser 

(iii) Address of purchaser 

(iv) Name of the Schedule V preparation sold 

(v) Quantity of Schedule V preparation sold 

(vi) Date of sale 

(vii) Initials or name of pharmacist or pharmacy in- 
tern who sold the Schedule V drug 

(viii) Proof of identification: A unique identification 
number from a driver's license or from other state or 
federally issued photo identification card. 

(b) All register books used to record the sale of 
Schedule V preparations shall conform to the following 
standards: 

(i) The book shall be 8 1/2 inches wide, 11 inches 
long. 

(ii) The book shall be securely bound, not loose leaf or 
spiral bound. 

(iii) The book shall have its pages consecutively num- 
bered with a unique number assigned to each book and 
identified on each page. 

(iv) Each page shall consist of an original and dupli- 
cate. If any sales are recorded, the duplicate sheet must 
be mailed to the board of pharmacy when completed or 
on the last day of each month, whichever is earlier. 

(3) All pharmacy records relating to Schedule V 
drugs shall be open to examination by state board of 
pharmacy investigators during normal business hours. 
The refusal to permit such examination shall constitute 
grounds for the suspension or revocation of the pharma- 
cist's license. [Statutory Authority: RCW 18.64.005, 
18.81.080 and 42.17.290. 83-01-083 (Order 171), § 
360-36-020, filed 12/17/82. Statutory Authority: RCW 
18.64.005 and 69.41.075. 82-19-022 (Order 169), § 
360-36-020, filed 9/8/82; Order 108, § 360-36-020, 
filed 10/26/71.] 


Chapter 360-40 WAC 


PROPHYLACTICS 
WAC 
360-40-010 Definitions. 
360-40-020 Application for license, 
360-40-030 Display of licenses and identification. 
360-40-040 Sale of condoms prohibited unless approved. 
360-40-050 List of approved condoms. 
360-40-060 Submission of condoms for testing. 
360-40-070 Condom testing. 
360-40-080 . Suspension or revocation of prophylactic licenses. 


Prophylactics 


WAC 360-400-010 Definitions. (1) The definitions 
set forth in RCW 18.81.010 and 18.64.011 shall be ap- 
plicable to these rules. In addition: 

(a) A "condom" is a prophylactic consisting of a very 
thin sheath designed to be placed over the penis to pre- 
vent conception or venereal disease during coitus, and is 
commonly made of rubber, parchment skins, plastic or 
similar materials. [Statutory Authority: RCW 18.64- 
005, 18.81.080 and 42.17.290. 83-01-083 (Order 171), 
§ 360-40-010, filed 12/17/82; Order 108, § 360-40- 
010, filed 10/26/71.] 


WAC 360-40-020 Application for license. (1) Any 
person seeking a wholesale or retail license under chap- 
ter 18.81 RCW shall file with the board of pharmacy an 
application on a form provided by the board along with 
the appropriate license fee as provided in WAC 360-18- 
020. Licensed pharmacies shall not be required to sub- 
mit a separate application form for a prophylactic li- 
cense. All other applicants must submit the required 
forms setting forth at least the following information: 

(a) The name of the applicant, including the names of 
the officers if the applicant is a corporation; 

(b) The location for which the license is sought; 

(c) A statement as to whether the condoms are to be 
sold by means of a vending machine; 

(d) If the license sought is for a vending machine op- 
eration, the location of each vending machine and the 
hours during which purchasers will have access to each 
machine shall be listed. [Statutory Authority: RCW 18- 
64.005, 18.81.080 and 42.17.290. 83-01-083 (Order 
171), § 360-40-020, filed 12/17/82.] 


WAC 360-40-030 Display of licenses and identifi- 
cation. (1) The holder of any retail or wholesale license 
for the sale of prophylactics shall display that license so 
that it is readily available for examination by any board 
investigator, 

(2) All vending machines must have a current decal, 
supplied by the board, permanently attached to the front 
of the machine. The name and address of the owner and 
the licensee of each vending machine must be readily 
visible on the machine. [Statutory Authority: RCW 18- 
.64,005, 18.81.080 and 42.17.290. 83-01-083 (Order 
171), § 360-40-030, filed 12/17/82.] 


WAC 360-40-040 Sale of condoms prohibited un- 
less approved. No condoms shall be sold in this state un- 
less the following conditions are met: 

(1) The product must be on the list of condom pro- 
ducts which have been approved by the board. 

(2) All condoms shall be individually sealed in plastic, 
foil or a comparable type seal to protect the product 
from deterioration due to exposure to air. 

(3) The container in which the condom is sold to the 
purchaser shall bear the date of manufacture and the 
condom may not be sold in this state three years after 
the date of manufacture. [Statutory Authority: RCW 
18.64.005, 18.81.080 and 42.17.290. 83-01-083 (Order 
171), § 360-40—-040, filed 12/17/82.] 


360-40-080 


WAC 360-40-050 List of approved condoms. The 
board shall prepare annually a list of condom products 
which have been tested and approved by the board. This 
list shall be prepared no later than May Ist of each year. 
[Statutory Authority; RCW 18.64.005, 18.81.080 and 
42.17.290. 83-01-083 (Order 171), § 360-40-—050, filed 
12/17/82.] 


WAC 360-40-060 Submission of condoms for test- 
ing. In order to be included on the list of approved con- 
doms issued by the board, three dozen samples of the 
product must be submitted to the board prior to April 
Ist. Condoms may be submitted for testing at other 
times, but in order to be approved at these times the in- 
dividual submitting the three dozen samples for testing 
must pay a special testing fee of $300. The board shall 
complete these special testings within forty-five days of 
submission of the product samples and special testing 
fee. Any product which has been placed on the board's 
list of approved condoms shall remain on this list and 
the manufacturer shall be required to submit samples for 
testing only upon request of the board. [Statutory Au- 
thority: RCW 18.64.005, 18.81.080 and 42.17.290. 83- 
01-083 (Order 171), § 360-40-060, filed 12/17/82.] 


WAC 360-40-070 Condom testing. The testing of 
condoms shall be performed under the supervision of an 
employee of the Washington state board of pharmacy. 
The test will be conducted as follows: 

(1) Rubber condoms (elastic material): 

(a) Rubber condoms shall be air tested, and shall be 
capable of withstanding inflation with one cubic foot of 
air. They shall be free from holes, imperfect rings and 
blisters. 

(b) Procedure for air testing — rubber condoms shall 
be mechanically inflated with one cubic foot of air at 
prevailing atmospheric pressure at room temperature of 
approximately 70° Farenheit. The apparatus used as an 
air compressor shall be equipped with a guage indicating 
the amount of air injected into the condom being tested. 
The rate of air injection to inflate the condom shall be 
approximately one cubic foot of air per minute. 

(2) Nonrubber condoms (nonelastic material): 

(a) Nonrubber condoms shall be of suitable length, 
not patched, and shall be free from grease or any foreign 
substances that may be used as a filler for hiding imper- 
fections or discolorations. 

(b) Procedure for water testing — nonrubber condoms 
shall be inflated with water, suspended, and observed for 
a twelve—-hour period. If the water is retained, the con- 
dom shall be approved. No condom shall be approved if 
the failure rate exceeds one percent. [Statutory Author- 
ity: RCW 18.64.005, 18.81.080 and 42.17.290. 83-01- 
083 (Order 171), § 360-40-070, filed 12/17/82.] 


WAC 360-40-080 Suspension or revocation of pro- 
phylactic licenses. Any license issued pursuant to chapter 
18.81 RCW and these rules and regulations is subject to 
suspension or revocation if it is determined by the board, 
after notice and hearing, that the licensee has sold con- 
doms that are not on the board—approved list or that the 
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licensee has distributed condoms to an unlicensed outlet. 
[Statutory Authority: RCW 18.64.005, 18.81.080 and 
42.17.290. 83-01-083 (Order 171), § 360—40-080, filed 
12/17/82.] 


Chapter 360-44 WAC 


PUBLIC RECORDS ACCESS PURSUANT TO 
INITIATIVE 276 


WAC 
360-44-020 Definitions, 
360-44-040 Operations and procedures. 


WAC 360-44-020 Definitions. (1) "Public record" 
includes any writing containing information. relating to 
the conduct of government or the performance of any 
governmental or proprietary function prepared, owned, 
used or retained by any state or local agency regardless 
of physical form or characteristics. 

(2) "Writing" means handwriting, typewriting, print- 
ing, photostating, photographing and every other means 
of recording any form of communication or representa- 
tion, including letters, words, pictures, sounds, or sym- 
bols or combination thereof, and all papers, maps, 
magnetic or paper tapes, photographic films and prints, 
magnetic or punched cards, discs, drums and other 
documents. 

(3) The "Washington state board of pharmacy" is the 
board whose members are appointed by the governor, 
pursuant to RCW 18.64.001. The Washington state 
board of pharmacy shall hereinafter be referred to as the 
"board." Where appropriate, the term "board" also re- 
fers to the staff and employees of the Washington state 
board of pharmacy. [Statutory Authority: RCW 18.64- 
.005, 18.81.080 and 42.17.290. 83-01-083 (Order 171), 
§ 360-44—020, filed 12/17/82; Order 113, § 360-44- 
020, filed 4/27/73.] 


WAC 360-44-040 Operations and procedures. (1) 
The board of pharmacy consists of five members, one of 
whom is designated as a chairman. The members are 
appointed by the governor for staggered four year terms. 

(2) The board meets approximately once a month in 
various places throughout the state. The time and place 
of the meeting can be learned by writing or calling the 
administrative office of the board. 

(3) The executive secretary is the board's chief execu- 
tive. He is responsible for carrying out the board's di- 
rections and for directing the board's staff. 

(4) It is the board's duty to administer the law in 
chapters 18.64, 18.64A, 18.81, 69.04, 69.40, 69.41, 69- 
50, and 70.54 RCW. 

(a) Chapter 18.64 RCW — Pharmacy Act — creation 
of board of pharmacy, definition of terms used in phar- 
macy act, examination and licensing of pharmacists, in- 
terns, wholesalers, shopkeepers and vendors, grounds for 
license suspension or revocation, unlawful practices, pre- 
scription labels and records. 

(b) Chapter 18.64A RCW — Pharmacy Assistants 
Law — creation of pharmacy assistants, definition of 
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terms, regulation of classifications and services, limita- 
tions on practice, grounds for certificate suspension or 
revocation, applications, fees, employment of pharmacy 
assistants, and pharmacists liability and responsibility. 

(c) Chapter 18.81 RCW — Prophylactic Law — regu- 
lation and licensing of prophylactics and distributors. 

(d) Chapter 69.04 RCW — Food, Drug and Cosmetic 
Act. Board has joint responsibility with director of de- 
partment of agriculture. Board regulates only the drug 
and devices portion of the act. DMSO sales and use 
provisions are contained in this law. 

(e) Chapter 69.40 RCW — Poison Act — labeling of 
drugs incorrectly and selling poisons without labeling. 

(£) Chapter 69.41 RCW — Legend Drug Act — defini- 
tion of terms, prohibited acts, regulation of sale, deliv- 
ery, or possession of legend drugs, requirements for 
prescriptions and labels, search and seizure procedures. 
Penalties for violations are created and rules regarding 
legend drugs are authorized. The procedures and re- 
quirements for substitution of legend drugs, manufac- 
turing standards and liability of pharmacists are 
outlined. Requirements for identification and labeling 
marking of legend drugs are created. 

(g) Chapter 69.50 RCW — Controlled Substances Act 
— places all narcotics, barbiturates, amphetamines, hal- 
lucinogenics and marihuana into five schedules. Sets 
standards and definitions for the five schedules. Regu- 
lates the manufacture, distribution and dispensing of 
controlled substances. Sets forth offenses, penalties and 
prohibited acts. Enforcement and administrative provi- 
sions include administrative and criminal search 
warrants. 

(h) Chapter 70.54 RCW -— Laetrile — board given au- 
thority to sample and test laetrile and promulgate rules 
regarding it. 

(5) Information concerning all licenses or registrations 
issued by the board may be obtained by writing or call- 
ing the administrative office of the board. [Statutory 
Authority: RCW 18.64.005, 18.81.080 and 42.17.290. 
83-01-083 (Order 171), § 360—44—040, filed 12/17/82; 
Order 113, § 360-44-040, filed 4/27/73.] 


Chapter 360-48 WAC 
DIMETHYL SULFOXIDE (DMSO) 


WAC 

360-48-010 Availability. 

360-48—-020 License. 

360—48-030 License application. 
360-48-040 Good manufacturing practices. 
360-48-050 Purity. 

360—48—-060 Contents. 

360-48-070 Labeling. 

360—48-080 Other forms of DMSO. 


WAC 360-48-010 Availability. DMSO for topical 
use (i.e., for application to the skin) shall be available in 
intrastate commerce to the citizens of the state of 
Washington in accordance with all applicable state laws 
and regulations. [Statutory Authority: RCW 69.41.075 
and 1981 c 50 § 1. 81-22-048 (Order 164), § 360-48- 
010, filed 11/2/81.] 


Dimethyl Sulfoxide (DMSO) 


WAC 360-48-020 License. Manufacturers and/or 
wholesale distributors of DMSO must have a license is- 
sued by the state board of pharmacy, as provided in 
RCW 18.64.045 and/or RCW 18.64.046. [Statutory 
Authority: RCW 69.41.075 and 1981 c 50 § 1. 81-22- 
048 (Order 164), § 360—48-020, filed 11/2/81.] 


WAC 360-48-030 License application. Applications 
for the manufacture of DMSO for use pursuant to 
chapter 69.04 RCW shall be filed with the board of 
pharmacy. Such applications shall include: 

(1) A full list of the articles used as components of 
such drug; 

(2) A full statement of the composition of such drug; 

(3) A full description of the methods used in, and the 
facilities and controls used for, the manufacture, pro- 
cessing, and packing in such drug; 

(4) Such samples of such drug and of the articles used 
as components thereof as the board may require; and 

(5) Specimen of the labeling proposed to be used for 
such drug; 

(6) Specific information under the following section 
headings and in the following order: 

(a) Description. 

(b) Clinical pharmacology. 

(c) Indications and usage. 

(d) Contraindications. 

(e) Warnings. 

(f) Precautions. 

(g) Adverse reactions. 

(h) Overdosage. 

(i) Dosage and administration. 

(j) How supplied. [Statutory Authority: RCW 69.41- 
.075 and 1981 c 50 § 1. 81-22-048 (Order 164), § 360- 
48-030, filed 11/2/81.] 


WAC 360-48-040 Good manufacturing practices. 
Manufacturers of DMSO shall conform to the standards 
for good manufacturing practices of finished pharma- 
ceuticals, as provided in WAC 360-46-010 through 
360-46-150. Further, manufacturers shall comply with 
the state Food, Drug, and Cosmetic Act, chapter 69.04 
RCW. [Statutory Authority: RCW 69.41.075 and 1981 
c 50 § 1. 81-22-048 (Order 164), § 360—48-040, filed 
11/2/81.] 


WAC 360-48-050 Purity. (1) Certification of 
batches of DMSO shall be made as required by the state 
board of pharmacy, with the costs for required testing, 
including purity and potency, to be borne by the manu- 
facturer and/or wholesale distributor. The manufacturer 
and/or wholesale distributor shall be held totally re- 
sponsible for the quality of the drug product, in accord- 
ance with RCW 18.64.270. 

Such batch testing shall be required upon commence- 
ment of manufacture of DMSO and thereafter as the 
state board of pharmacy shall require. 

(2) DMSO shall be packaged in tightly closed light 
resistant glass containers. Such containers, including 
lids, caps, or other closures, shall have been tested by the 
DMSO manufacturer and shown not to interact with the 


360-48-070 


contents. Such test results must be submitted to the state 
board of pharmacy upon request. [Statutory Authority: 
RCW 69.41.075 and 1981 c 50 § 1. 81-22-048 (Order 
164), § 360-48-050, filed 11/2/81.] 


WAC 360-48-060 Contents. DMSO made available 
to the public for topical use, must contain purified 
dimethyl sulfoxide (meeting or exceeding FDA approved 
drug grade) and in addition may contain one or more of 
the following ingredients: 

Carboxypolymethylene (pharmaceutical grade) 

Sodium Carbonate, USP 

Sodium Chloride, USE 

Urea, USP 

Purified Water, USP 

Any batch found to contain any ingredient not on the 
above list shall result in the product being declared to be 
adulterated in accordance with RCW 69.04.430. [Statu- 
tory Authority: RCW 69.41.075 and 1981 c 50 § 1. 81- 
22-048 (Order 164), § 360—48—060, filed 11/2/81.] 


WAC 360-48-070 Labeling. (1) The labeling of 
topical DMSO shall include the following: 

(a) The name and place of business of the manufac- 
turer, the packer, and the distributor. (Each one must 
appear and be identified.) 

(b) Adequate directions for use under which a lay 
person can safely use the drugs, including " Warning 
-Be sure that the skin is clean before using this 
product." 

(c) Statements of those conditions, purposes, or uses 
for which such drug is intended, recommended, or sug- 
gested in any oral, written, printed, or graphic advertis- 
ing, except that no such statement shall refer to 
conditions, uses, or purposes for which the drug can be 
safely used only under the supervision of a practitioner 
licensed by law and for which it is advertised solely to 
such practitioner. 

(d) The dosage for each of the uses for which it is in- 
tended and usual quantities for persons of different 
physical conditions. 

(e) Frequency of application. 

(f) Duration of application. 

(g) The proprietary name of the drug. 

(h) The established name of the drug. 

(i) An identifying lot or control number. 

(j) The date of manufacture. 

(k) The strength of the solution expressed as a per- 
centage weight in volume at 68° F. (20° C,). 

(1) Net contents of container. 

(m) Warnings: The labeling shall describe serious ad- 
verse reactions and potential safety hazards, limitations 
in use, and steps that should be taken if they occur. The 
labeling shall be revised to include a warning as soon as 
there is reasonable evidence of an association of a seri- 
ous hazard with the drug; a casual relationship need not 
have been provided. In addition to any warning labeling 
developed by the manufacturer, all immediate containers 
of DMSO must prominently show the following 
warnings: 

(i) "FOR EXTERNAL USE ONLY" 
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(ii) "Warning -Use only as directed. Keep out of 
reach of children." 

(iii) "Caution —Discontinue use if excessive irritation 
of the skin develops. Avoid getting into the eyes or on 
mucous membranes." 

(iv) "Caution —If symptoms persist for more than 10 
days, consult a physician." 

(v) "In conditions affecting children under 6 years of 
age consult a physician." 

(vi) "In case of accidental ingestion, contact a physi- 
cian immediately." 

(vii) "There is no evidence that this product may be 
safely used by pregnant women or nursing mothers." 

(viii) " Warning —Be sure that skin is clean before us- 
ing this product, which is a powerful solvent. Grease, 
chemicals, or any other substance could be absorbed into 
the skin along with the DMSO." 

(o) Disclaimer. Each label must state: 

"DMSO has not been approved under federal law for 
use in interstate commerce in the treatment of any con- 
dition or disease state in humans other than interstitial 
cystitis. Testing for safety and afficacy has not been 
performed by any agency of the State of Washington. 
Persons using this product do so at their own risk." 

(p) Label locations. The immediate container label 
must show items: a, b, e, g, h, i, j, k, 1, m, i, ii, and v. All 
other information specified in this section shall be shown 
in the patient package insert which must be attached to 
the container when sold. [Statutory Authority: RCW 
69.41.075 and 1981 c 50 § 1. 81-22-048 (Order 164), § 
360-48-070, filed 11/2/81.] 


WAC 360-48-080 Other forms of DMSO. The 
board of pharmacy hereby declares that all forms of 
DMSO intended for medical use, for other than topical 
application, are legend drugs as defined in chapter 69.41 
RCW. 

Such other forms shall meet all of the other require- 
ments of this chapter. [Statutory Authority: RCW 69- 
41.075 and 1981 c 50 § 1. 81-22-048 (Order 164), § 
360-48—080, filed 11/2/81.] 


Title 365 WAC 
PLANNING AND COMMUNITY AFFAIRS 


AGENCY 
Chapters 
365-40 Rules and regulations regarding state fund- 
ing of local head start programs 
365-42 Regulations regarding financial support to 


private, nonprofit corporations for capital 
assistance in providing transportation for 
the elderly and handicapped. 
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Title 360 WAC: Pharmacy, Board of 


Chapter 365-40 WAC 


RULES AND REGULATIONS REGARDING STATE 
FUNDING OF LOCAL HEAD START PROGRAMS 


WAC 

365-40-031 Repealed. 

365-40-051 Eligibility criteria. 

365-40-061 Allowed and forbidden uses of state head start funds. 
365-40-071 Method of payment and reporting requirements. 


DISPOSITION OF SECTIONS FORMERLY CODIFIED IN THIS 
CHAPTER 


365-40-03 1 Establishment of advisory council. [Statutory Author- 


ity: RCW 43.06.110 and chapter 43.63A RCW. 79- 
08-050 (Order 79-02), § 365-40-031, filed 
7/20/79.] Repealed by 82-07-066 (Order 82-01), 
filed 3/22/82. Statutory Authority; RCW 43.06.110 
and 43.63A.060. 


WAC 365-40-031 Repealed. See Disposition Table 
at beginning of this chapter. 


WAC 365-40-051 Eligibility criteria. In order to 
receive head start funds, a contractor must provide ser- 
vices to families and individuals eligible according to 
federal head start guidelines who are in need of skills, 
knowledge, opportunities and motivation to become eco- 
nomically self-sufficient. Each head start program must 
be designed to improve the health and general well—be- 
ing of the children involved, develop their mental pro- 
cesses, and enhance their conceptual and verbal skills. 
Head start funds may be used only for activities which 
result in direct and measurable services to head start 
program children. State head start funds are allocated to 
programs based on the federal enrollment levels. An ad- 
ditional set-aside of 3% of the pass through funds are 
allocated for programs with 60 or less children. [Statu- 
tory Authority; RCW 43.06.110 and 43.63A.060. 82- 
07-066 (Order 82-01), § 365-40-051, filed 3/22/82. 
Statutory Authority: RCW 43.06.110 and chapter 43- 
663A RCW. 79--08-050 (Order 79-02), § 365-40-051, 
filed 7/20/79. ] 


WAC 365-40-061 Allowed and forbidden uses of 
state head start funds. (1) Allowable uses of state head 
start funds include but are not limited to: 

(a) Purchase of supplies to be consumed by head start 
program children. 

(b) Payment of salaries for nonadministrative person- 
nel such as full or part-time teachers or specialists in 
speech, hearing, hygiene, reading, etc. 

(c) Purchases under contract of medical or dental ser- 
vices for head start children and their families. 

(2) Forbidden uses of head start funds include but are 
not limited to: 

(a) Payment of salaries for administrative personnel 
such as program directors, assistant directors, bookkeep- 
ers, secretaries, etc. 

(b) Payment of administrative support expenses such 
as postage, telephone, travel, utilities, and equipment. 

(c) Purchase of nonexpendable equipment with an 
original cost of $100 or more and a useful life of at least 
one year. [Statutory Authority: RCW 43.06.110 and 


